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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and wilt expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b}. 

Status 

1 )S Responsive to connmunication(s) filed on 26 October 2004 , 
2a)S This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-11 is/are pending in the application. 

4a) Of the above claim(s) 6.7.9 and 10 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-5.8 arid 11 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)l3 Ml b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. 13 Certified copies of the priority documents have been received in Application No. 09/976950 . 
3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Infomiatlon Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) n Interview Summary (PTO-413) 

Paper No(s)/Mall Date. . 

5) □ Notice of Infonmal Patent Application (PTO-152) 

6) □ Other: . 



J.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 
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DETAILED ACTION 

1 . Claims 1 - 1 1 are pending. 

Election/Restrictions 

2. In response to the restriction requirement, Applicant has elected with traverse the 
invention of Group I, claims 1-5, 8, 1 1, drawn to a compound of formula 1, classified in class 
546, subclass 129, and the composition thereof Claims 6-7, 9, 10 are withdrawn firom further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant argues that Group I and Groups II-IV are sufficiently related that it would not 
be a burden to search Groups II-IV together with Group I 

On the contrary, these groups are patentably distinct. Inventions I and II are related as 
product and process of use, and the product as claimed can be used in a materially different 
processes, such as in the treatment of asthma, heart rhythm disorders, spasm in the 
gastrointestinal tract etc. Inventions I and IV are related as process of making and product made, 
and the inventive compound may be made by any of the processes described in Banholzer 
(5770738). The patentability of Group III invention depends on the type and amount of the 
multiple active ingredients, their interaction, co-action, e.g. synergism etc., which is patentably 
distinct firom the Group n composition containing only a single active ingredient. A reference 
anticipating one group of invention would not render obvious the other groups of invention. The 
search is not co-extensive and is burdensome. Since the search required for one group is not 
required for the other groups, restriction for examination purposes as indicated is proper. 

Priority 

3. The amendment inserting a specific reference to the prior application, 09/976950, issued 
as US 6706726 in the first sentence of the specification is acknowledged. 
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Claim Rejections - 35 USC § 112(2) 

4. The rejection for Claim 1 1 under 35 U.S.C. 112, second paragraph, is withdrawn because 
the amendment has obviated the rejection. 

Claim Rejections - 35 USC §112 

5. The rejection for Claims 1-5, 8, 1 1 under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn upon reconsideration. 

Claim Rejections - 35 USC § 102 

6. The rejection for Claims 1, 8, 1 1 under 35 U.S.C. 102(b) as being anticipated by 
Scapecchi is withdrawn in view of the deletion of H from the definition of R3-R6, thereby 
setting a demarcation from the prior art compound wherein R3-R6 are hydrogen. 

7. The rejection for Claim 1 1 under 35 U.S.C. 102(b) as being anticipated by Zakhararova 
is withdrawn in yiew of the deletion of H from the definition of R3-R6, thereby setting a 
demarcation from the prior art compound wherein R3-R6 are hydrogen. 

8. The rejection for Claim 1 1 xmder 35 U.S.C. 102(b) as being anticipated by Xu is 
withdrawn in view of the deletion of H from the definition of R3-R6, thereby setting a 
demarcation from the prior art compound wherein R3-R6 are hydrogen. 
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Claim Rejections - 35 USC§103 

9. The rejection for Claims 1-5, 8, 1 1 imder 35 U.S.C. 103(a) as being obvious over 
Banholzer I (5770738), or Banholzer II (5654314, which has the same parent as 5770738, which 
are the US equivalents of WO 92/16528) is maintained for reasons of record. 

Applicant maintains the amendment deleting hydrogen from the definitions of R3-R6 
would render the instant unobvious over the prior art. 

On the contrary, the mstant compound having R3-R6 as methyl or F is still obvious over 
Banholzer's example compound wherein R3-R6 are hydrogen. 

An addition of a methyl to a known compound is ordinarily not patentable. 
In re Wood 199 USPQ 137; hi re Lohr, 137 USPQ 548. The reference suggests the instant. The 
skilled artisan would be motivated to modify Banholzer' s compound by addition of methyl to 
the phenyl to arrive at the instant invention with the reasonable expectation to obtain an 
additional anti-cholinergic compound because compounds of close structural relationship are 
expected to have similar biological activities. Furthermore, Banholzer specifically teaches the 
phenyl may be substituted with methyl, methoxy, F or CI (column 3, lines 24-25). A example 
wherein the phenyl is substituted with F is described (column 13, Table V, compound 8). 

At the time of the invention, one of ordinary skill in the art would be motivated to replace 
the prior art hydrogen with the alternative methyl, methoxy, F or CI on the phenyl to arrive at 
the instant invention, with the reasonable expectation of obtaining an additional compoxmd with 
anticholinergic activity, since Banholzer had clearly taught that any species within the disclosed 
genus, especially the exemplified compounds, would be effective as antichoUnergics. 

10- The rejection for Claims 1-5, 8, 1 1 under 35 U.S.C. 103(a) as being obvious over 
Banholzer III (4042700) in view of Banholzer I (5770738) or Banholzer II (5654314) is 
maintained for reasons of record. 

Applicant maintains the amendment deleting hydrogen from the definitions of R3-R6 
would render the instant unobvious over the prior art compound. 

On the contrary, the instant compound having R3-R6 as methyl or F is still obvious over 
Banholzer's compoimd wherein R3-R6 are hydrogen. 
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Furthermore, Banholzer I specifically teaches that the phenyls may be substituted with 
methyl, methoxy, F or CI (column 3, lines 24-25). A example wherem the phenyl is substituted 
with F is described (column 13, Table V, compound 8). 

At the time of the invention, one of ordinary skill in the art would be motivated to replace 
the prior art hydrogen with the alternative methyl, methoxy, F or CI on the phenyl as taught by 
Banholzer I to arrive at the instant invention, with the reasonable expectation of obtaining an 
additional compound with anticholinergic activity, since Banholzer had clearly taught that any 
species within the disclosed genus, especially the exempHfied compoxmds, would be effective as 
anticholinergics. 

Double Patenting 

1 1 . The rejection for Claims 1-5, 8, 1 1 under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-14 of U.S. Patent No. 5770738 in 
view of U.S. Patent No. 5654314 or claims 1-10 of U.S. Patent No. 5654314 in view of U.S. 
Patent No. 5770738 is maintained for reasons of record. 

The claims as amended failed to render the instant unobvious over the patented claims. 
An addition of a methyl to a known compound is ordinarily not patentable. In re Wood 199 
USPQ 137; In re Lohr, 137 USPQ 548. The reference suggests the instant. The skilled artisan 
would be motivated to modify Banholzer' s compound by addition of methyl to the phenyl to 
arrive at the instant invention with the reasonable expectation to obtain an additional anti- 
cholinergic compound because compounds of close structural relationship are expected to have 
similar biological activities. 

12. The rejection for Claims 1-5, 8, 1 1 under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-9 of U.S. Patent No. 4042700 in view 
of Banholzer I (5770738) or Banholzer II (5654314) is maintained for reasons set forth in 
paragraph 10 above. 
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13. The rejection for Claims 1-5, 8, 1 1 under the judicially created doctrine of obviousness- 
type double patentmg as being unpatentable over the corresponding compound and composition 
claims of US 6706726 in view of Banholzer (5654314, equivalent to WO 92/16528) is 
maintained for reasons of record. The claims as amended failed to render the instant unobvious 
over the patented claims wherein the phenyls are substituted. 

14. The provisional rejection for Claims 1-5, 8, 1 1 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the corresponding compound and 
composition claims of copending Application No. 09/965766 in view of Banholzer (5654314, 
equivalent to WO 92/16528) is maintained for reasons of record. The claims as amended failed 
to render the instant unobvious over the patented claims wherein the phenyls are substituted. 

Claim Rejections - 35 USC § 112 

' 1 5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-5, 8, 1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The subgenus of compound wherein A is -CH2-CH2- and R3-R6 are not hydrogen as 
recited in the instant claims is not described in the specification. The court has held that 
'whatever may be the viability of an inductive-deductive approach to arriving at a claimed 
subgenus, it cannot be said that such a subgenus is necessarily described by a genus 
encompassing it and a species upon which it reads." In re Wilder, 736 F.2d 1516, 1520, 222 
USPQ 369, 372 (Fed. Cir. 1984). See MPEP 2163.05. In the instant case, not even a single 
species falls within the subgenus as recited in the amended claims. 
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Conclusion 



16. No claims are allowed. 

17. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed xmtil after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated firom the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS firom the date of this 
final action. 



1 8. Any inquiry concerning this communication or earlier communications fi-om the 
examiner should be directed to Evelyn Huang whose telephone nmnber is 571-272-0686. The 
examiner can normally be reached on Tuesday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained fi-om the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained firom either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toU-firee). 
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